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DETAILED ACTION 

Response to Arguments 

1 . Applicant's arguments, see REMARKS, filed 07 March 2008, with respect to the 
rejection(s) of claim(s) 1-17 under 35 USC 102(b) and 35 USC 103(a) have been fully 
considered and are persuasive. Therefore, the rejection has been withdrawn. However, upon 
further consideration, a new ground(s) of rejection is made in view of USP 5,464,775 to Smith. 

Claim Rejections - 35 USC §103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

3. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

4. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
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the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S. C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

5. Claims 1, 4, 5, 7, 8, 1 1, 12, and 15 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over USP 5,464,775 to Smith (herein referred 'Smith'). 

6. Regarding claim 1 , the reference Smith discloses a method for detecting an adulterant in 
urine. The method comprises of step of first taking a sample of urine and mixing it with a 
reagent in a specific ratio. The reagent is based on an indicator principle which gives a change 
or increase in absorbance when in the presence of urine. Once the reagent and urine are mixed 
the mixed solution will exhibit a change in absorbance, depending on the presence of the 
adulterant. A change in absorbance is monitored at a specific wavelength by UV-visible 
spectrophotometer and the optical characteristics are measured in 30 second time intervals once 
the two liquids are mixed to determine the presence or absence of the adulterant at a wavelength 
of 405 nm. Furthermore, when the urine is adulterated, the result is an increase in the absorbance 
when it is mixed with the reagent system in the specified ratio and the indicator will cause the 
mixture to increase in absorbance, depending on the presence of the adulterant or not. This 
inspection of the liquid is done by automatic analyzers which employ spectrophotometric means 
of inspection (see abstract, column 2, line 65-column 3, line 3, column 4, line 2-column 5, line 
51). It is interpreted by the examiner that when the analyzer detects the absorbance of the mixed 
urine and reagent and indicates the increase or no change in the absorbance due to the presence 
or absence of the adulterant in the mixture is an indication as to whether or not the mixture is 
homogenously mixed or the reaction is complete. Smith does not specifically disclose a step of 
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obtaining (dSl/dt)/Sl, but it would have been obvious to one having ordinary skill in the art at 
the time the invention was made to calculate the (dSl/dt)/Sl value since during inspection, all of 
the variables, such as the absorbance measurements at 30 second intervals are recorded from the 
automatic analyzers to determine the change in absorbance throughout the process of mixing the 
urine and reagent. 

7. Regarding claim 4, the reference Smith discloses the claimed invention. Smith discloses 
that in the instant invention, when urine which has been adulterated, resulting in an increase in 
absorbance, is mixed the reagent system in the prescribed ratio, the indicator will cause the 
sample mixture to increase in absorbance, depending on whether the adulterant is present or not 
(see column 4, lines 18-27). It is interpreted by the examiner that the reaction is considered to be 
complete when there is not any adulterant in the reagent to increase the absorbance when being 
analyzed. 

8. Regarding claim 5, the reference Smith discloses a method for detecting an adulterant in 
urine. In the method of detecting gluteraldehyde adulterant in a sample of urine, an aliquot of 
urine is inserted into an automatic analyzer and a spectrophotometric absorbance reading is 
taken. The aliquot is then mixed with a reagent mixture, in a specified ratio, containing an 
indicator and a second spectrophotometric absorbance reading is taken and compared to the first 
reading. When the spectrophotometric absorbance is taken, the sample is injected into a series of 
three instruments where it is automatically analyzed and sample absorbance readings are taken at 
405 nm at 30 second intervals. Furthermore, when the urine is adulterated, the result is an 
increase in the absorbance when it is mixed with the reagent system in the specified ratio and the 
indicator will cause the mixture to increase in absorbance, depending on the presence of the 
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adulterant or not. This inspection of the liquid is done by automatic analyzers which employ 
spectrophotometric means of inspection (see abstract, column 2, line 65-column 3, line 3, 
column 4, line 2-column 5, line 51). It is interpreted by the examiner that the when the analyzer 
detects the absorbance of the mixed urine and reagent and indicates the increase or no change in 
the absorbance due to the presence or absence of the adulterant in the mixture is an indication as 
to whether or not the mixture is homogenously mixed or the reaction is complete. Smith does 
not specifically disclose a step of obtaining (dSl/dt)/(Sl-S0), but it would have been obvious to 
one having ordinary skill in the art at the time the invention was made use the values that were 
obtained from the first absorbance reading and the continuous absorbance readings at 30 second 
intervals to calculate (dSl/dt)/(Sl-S0) to determine change in optical absorbance changes over 
the time the urine and reagent indicator were mixing taking into account the first absorbance 
reading to normalize the change within the 30 second interval time that is predetermined by the 
specification parameters of the analyzer. 

9. Regarding claim 7, the reference Smith discloses the claimed invention. Smith discloses 
that in the instant invention, when urine which has been adulterated, resulting in an increase in 
absorbance, is mixed the reagent system in the prescribed ratio, the indicator will cause the 
sample mixture to increase in absorbance, depending on whether the adulterant is present or not 
(see column 4, lines 18-27). It is interpreted by the examiner that the reaction is considered to be 
complete when there is not any adulterant in the reagent to increase the absorbance when being 
analyzed. 

10. Regarding claim 8, the reference Smith discloses a method for detecting an adulterant in 
urine. The method comprises of step of first taking a sample of urine and mixing it with a 
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reagent in a specific ratio. The reagent is based on an indicator principle which gives a change 
or increase in absorbance when in the presence of urine. Once the reagent and urine are mixed 
the mixed solution will exhibit a change in absorbance, depending on the presence of the 
adulterant. A change in absorbance is monitored at a specific wavelength by UV-visible 
spectrophotometer and the optical characteristics are measured in 30 second time intervals once 
the two liquid are mixed to determine the presence or absence of the adulterant at a wavelength 
of 405 nm. When the mixture is analyzed by the Olympus AU5000 the concentration of the 
mixed urine and reagent are measured at the wavelength of 405 nm with a sample volume of 10 
uL and reagent volume of 300 uL. Furthermore, when the urine is adulterated, the result is an 
increase in the absorbance when it is mixed with the reagent system in the specified ratio and the 
indicator will cause the mixture to increase in absorbance, depending on the presence of the 
adulterant or not. This inspection of the liquid is done by automatic analyzers which employ 
spectrophotometric means of inspection (see abstract, column 2, line 65-column 3, line 3, 
column 4, line 2-column 5, line 51). It is interpreted by the examiner that the when the analyzer 
detects the absorbance of the mixed urine and reagent and indicates the increase or no change in 
the absorbance due to the presence or absence of the adulterant in the mixture is an indication as 
to whether or not the mixture is homogenously mixed or the reaction is complete. Smith does 
not specifically disclose a step of obtaining (dSl/dt)/Sl, but it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to calculate the (dSl/dt)/Sl 
value since during inspection, all of the variables, such as the absorbance measurements at 30 
second intervals are recorded from the automatic analyzers to determine the change in 
absorbance throughout the process of mixing the urine and reagent. 
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1 1 . Regarding claim 1 1 , the reference Smith discloses the claimed invention. Smith discloses 
that in the instant invention, when urine which has been adulterated, resulting in an increase in 
absorbance, is mixed the reagent system in the prescribed ratio, the indicator will cause the 
sample mixture to increase in absorbance, depending on whether the adulterant is present or not 
(see column 4, lines 18-27). It is interpreted by the examiner that the reaction is considered to be 
complete when there is not any adulterant in the reagent to increase the absorbance when being 
analyzed. 

12. Regarding claim 12, the reference Smith discloses a method for detecting an adulterant in 
urine. In the method of detecting gluteraldchydc adulterant in a sample of urine, an aliquot of 
urine is inserted into an automatic analyzer and a spectrophotometric absorbance reading is 
taken. The aliquot is then mixed with a reagent mixture, in a specified ratio, containing an 
indicator and a second spectrophotometric absorbance reading is taken and compared to the first 
reading. When the spectrophotometric absorbance is taken, the sample is injected into a series of 
three instruments where it is automatically analyzed and sample absorbance readings are taken at 
405 nm at 30 second intervals. When the mixture is analyzed by the Olympus AU5000 the 
concentration of the mixed urine and reagent are measured at the wavelength of 405 nm with a 
sample volume of 10 uL and reagent volume of 300 uL. Furthermore, when the urine is 
adulterated, the result is an increase in the absorbance when it is mixed with the reagent system 
in the specified ratio and the indicator will cause the mixture to increase in absorbance, 
depending on the presence of the adulterant or not. This inspection of the liquid is done by 
automatic analyzers which employ spectrophotometric means of inspection (see abstract, column 
2, line 65-column 3, line 3, column 4, line 2-column 5, line 51). It is interpreted by the examiner 
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that the when the analyzer detects the absorbance of the mixed urine and reagent and indicates 
the increase or no change in the absorbance due to the presence or absence of the adulterant in 
the mixture is an indication as to whether or not the mixture is homogenously mixed or the 
reaction is complete. Smith does not specifically disclose a step of obtaining (dSl/dt)/(Sl-S0), 
but it would have been obvious to one having ordinary skill in the art at the time the invention 
was made use the values that were obtained from the first absorbance reading and the continuous 
absorbance readings at 30 second intervals to calculate (dSl/dt)/(Sl-S0) to determine change in 
optical absorbance changes over the time the urine and reagent indicator were mixing taking into 
account the first absorbance reading to normalize the change within the 30 second interval time 
that is predetermined by the specification parameters of the analyzer. 

13. Regarding claim 15, the reference Smith discloses the claimed invention. Smith discloses 
that in the instant invention, when urine which has been adulterated, resulting in an increase in 
absorbance, is mixed the reagent system in the prescribed ratio, the indicator will cause the 
sample mixture to increase in absorbance, depending on whether the adulterant is present or not 
(see column 4, lines 18-27). It is interpreted by the examiner that the reaction is considered to be 
complete when there is not any adulterant in the reagent to increase the absorbance when being 
analyzed. 

Allowable Subject Matter 

14. Claims 9-10 and 13-14 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 
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15. A method for determining homogenization and/or reaction completion where a step of 
mixing a second reagent to the test liquid and already first liquid that has been optically 
measured is not found in the prior art. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHRISTINE T. MUI whose telephone number is (571)270-3243. 
The examiner can normally be reached on Monday-Thursday 7-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Walter Griffin can be reached on (571) 272-1447. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

CTM 

/Walter D. Griffin/ 

Supervisory Patent Examiner, Art Unit 1797 



